HNHCTHUTYT 3A AKPEJUTAIIMJA HA PEITYBJINKA CEBEPHA MAKEJOHHNJA
INSTITUTE FOR ACCREDITATION OF THE REPUBLIC OF NORTH MACEDONIA

Ipusor koH cepTudUKATOT 32 aKpeaAUTAIIMja HA JJadopaTopuja
3a TeCTHpPam-e
Annex to the Accreditation Certificate of
Testing Laboratory
Bbp. JT-003 / No. LT-003

Harym: 27.12.2023 I'o 3amenyBa npuitorot ox: 16.11.2022
Date: 27.12.2023 Replaces annex dated: 16.11.2022
1. AKPEIAUTHUPAHO TEJIO Yuusepsurert ,,CB. Kupun u Meroan;j*

dapmarneBTCKU (haKkyiaTeT —
[lenTap 3a uCcnUTyBamke U KOHTPOJIA HA JICKOBU

Accredited body " Ss. Cyril and Methodius" University Faculty of
Pharmacy Center for Drug Quality Control

5 JIOKALTNJA Majka Tepesa 47, Ckorije
Location Majka Tereza 47, Skopje

3. CTAHIAPJ MKC EN ISO/IEC 17025 : 2018
Standard MKS EN ISO/IEC 17025 : 2018

4. KPATOK OIIMC HA OIICEI'OT HA

Tectupame Ha hapMarleBTCKH IIPOU3BOINA
AKPEJUTAIIUIJATA p (bap p it

A short description of the accreditation ~ Testing of pharmaceuticals
scope
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5. JETAJIEH OIIAC HA OIICEI'OT HA AKPEJJUTALIUJA
Detailed description of the accreditation scope

Knacuduxanmja no nogpayja 3a odj1acra Ha Tecrupame (kaacudukanuja cnopes MAPCM IIpaBuianukor P 15):
3. Xemuja — 3.1 ®uznukoxeMuckn Metoau, 3.2 KiiacHuHu MeTOqH 32 aHAIN3A
3.3 Xpomarorpaduja, 3.4 Cnekrpockonuja

Classification according to testing areas (classification according to IARNM Regulation R 15):
3. Chemistry — 3.1 Physicochemical methods, 3.2 Conventional methods of analysis
3.3 Chromatography, 3.4 Spectroscopy,

Kaacudukamnuja mo Tun Ha Npou3BoAH/MaTepujain 3a TecTupame (kiacupukanuja cnopen HAPCM

IMpaBuanuxot P 15):

17.1 ®apmaneBTCKH NMpenapaTu
Classification according to types of products/materials for testing (classification according to IARNM Regulation R

15):
17.1 Pharmaceuticals

U ¢puxcen oncer

(aexcudnIIEeH oncer

\O duxcen / paexcudounieH oncer

(fixed scope) (flexible scope) (fixed/flexible scope)
Hamomena: Co | Cremen Ha diekcubmiHocT (criopen npouenypata [TP 05-09):
e Degree of flexibility (according Procedure PR 05-09):
obenexyBa N N :
HOBHM a;KypHUPaHHU HOBH MATEPHjaIi/NPOU3BOAM/IPeAMeTH /WM | [] HOBH
¢nexenbunmoT BEP3UHU HA CTaHAApAH/ | KapaKTepHCTHKA/CBOjCTBO/aHAIMT KOj ce MepH CTaHIAPAN/TIOKYMEHTH,
Qe AOKYMEHTH /M NpoIIMPYBalkb€¢ HA MEPHUOT oIicer MpUJIarojJeHyu Ha ﬁapaﬂ,aTa
new up-date versions new materials/ products/ items and/or measured | ma kameHTOT
of the standards/ characteristic/ property/ analyte, and/or new standards/ documents,
documents extension of measuring scope upon a request by the client
Br. O3Haka Ha cTaHAapJHaTa HacnoB Ha crangapiHara IMoapauje (r) Marepujaum q
MCTOZa, HECTaHAapAHATa MCTOZa, HECTaHAapAHAaTa METOJa, Ha MCpPCH:C, OJAHOCHO €
METOAa, MCTO/J1a pa3BrMcHa METOAa pa3BUCHA BO TECTUPAILEC, npou3BOaH C
BO JabopaTopuja, MeToaa JIaboparopuja, MeTosa Heoapenenoct T
cnenudUIIpaHa o CTpaHa cnenuUIIIpaHa O CTpaHa Ha Ha 0
Ha IMIPOU3BOAUTCIIOT Ha MMPpOU3BOAUTEIIOT Ha ollpeMara, pEIYyITATUTE T
ompemara, MeToJa 00jaBeHa MeToJ1a 00jaBeHa OJ1 yTriIeHA 0]l MEPEHETO a
O]l yIJIeIHa TEXHUYKA TEXHUYKA WHCTHUTYIIH]ja WU (u) (Tamy kaze
MHCTHUTYIIM]a WIN METO/a MeTo/1a 00jaBeHa BO peJICBAHTHU LITO €
o0jaBeHa BO PEJICBaHTHU HAy4YHH TPYZOBH WIH BECHHUIIH 3HA4ajHO)
Hay4YHH TPYIOBH HIIH
BECHUIIA
Title of standard testing
No. Reference to standard method, nonstandard testing Materials f
testing method, nonstandard | method, method developed by the /Products r
testing method, method laboratory, method specified by | Range (r) of e
developed by the the manufacturer of the measurement, q
laboratory, method equipment, method published by testing; u
specified by the reputable technical Uncertainty of e
manufacturer of the organization or method published result of n
equipment, method in relevant scientific texts or testing (u) c
published by reputable journals (where y
technical relevant)
organization or method
published in relevant
scientific texts or journals
Ph.  Eur. Bamuaupanu | MoHorpaduu u metoau dapmarneBTCKu
1. * AHAJIUTUYKHU METOAU o4 | MpOoHNUIlIaHU BO EBpOHCKa npenaparu:
MPOM3BOJUTENOT * (dapmakoreja - CypoBuHHI
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Crneunduxanuy 1 BanuaupaHu
AQHAJIUTUYKU METOJU OfF
JOKyMEHTAIHja Ha
MIPOU3BOJUTENOT HA
(apManeBTCKUTE IpenapaTH, o
IIPUMEHA Ha CICTHUBE TEXHUKH:

- pH - meTpuja

- JonomeTtpuja

- 'paBumetpuja

- Tutpumerpuja

- Tect Ha pacTBOPIMBOCT
(amapar 3a pacTBOPIJIMBOCT)

- Tecr 3a pacnaaBoCT

(amapar 3a pacnaIMBOCT)

- UV/VIS cnekrpodortomerpuja

- Xpomatorpaduja Ha
teHok cioj (TLC)

- 'acua xpomarorpaduja
(GC/FID/ECD) n
Headspace TexHuka

- Bucoko edukacHa TeuHa
xpomarorpaduja (HPLC/
DAD/FLD/ RID/MS-MS)

- Kongykromerpuja

- Pedppakromerpuja

- [lonapumetpuja

- AToMcKa ancopmiMona
cnekTpomerpuja (AAS)

-Madpanprena cekTpockomija

(IR)

DU3NYKH ¥ XEMHCKH
HCITUTYBamba (COOABETHO 3a
IpenapaToT)

- IIpernen Ha nakyBameTO
(u3rnen M mojaToIM Ha
KOHTaKTHO W Ha/IBOPEITHO
MaKyBambE)

- U3rnen (opraHonentuuku u
aHaJM3a Ha CITKA)

- buctpuna Ha pacTBOp

- Boja Ha pactBOp

- pH

- KoHnienrpanuja Ha jorn BO
pactBop

- 'yburoxk co cymeme

- CompxviHa Ha BoJa

- OCTaToK 1O HCIapyBambe

- Cyndaren nemen

- Bkynen nenen

- Unnexc Ha pedpakuuja

- Crienn¢uyHa OnTHYKA
poranuja

- Unentuduxkanmja

- OnpenenyBarme Ha COAp)KUHA

- BoennaueHocT Ha 1o3upaHu
eJIMHUIH

- dapmaneBTCKH
Jo3upaHu hopmu,
MPOTUILIAHK BO
Ph.Eur 2) *
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- PactBopimBOCT Ha
aKTHBHA KOMIIOHEHTA

- PacmagnmiBoct Ha nBpcTH
JI03UpHH hopMHU

- Kucenuncku 0poj

- Ectepcku 6poj

- [lepokcunen 6poj

- XugpokcuieH 0poj

- JomeH 6poj

- CanyrnukannoneH 0poj

- HecanynnuBu matepuu

- CripoBOIIMBOCT Ha BOJA

- OzpenyBame Ha €IEMEHTH

1.%

Ph. Eur.

Validated analytical
methods from the
manufacturer*

Monographs and methods
described in European
Pharmacopoeia (Ph.Eur.)

Specifications and validated
analytical methods from the
manufacturer’s documentation of
the pharmaceuticals, using the
following techniques:

- Potentiometric

determination of pH

- Gravimetric techniques

- Titrimetric techniques

- Dissolution test
(dissolution apparatus)

- Disintegration test
(disintegration apparatus)

- UV/VIS spectrophotometry

- Thin layer chromatography

(TLC)

- Gas chromatography
GC/FID/ECD) & Headspace

- High performance liquid

chromatography (HPLC/

DAD/FLD/ RID/MS-MS)

- Conductometry

- Refractometry

- Polarymetry

- AAS spectrometry

-Infrared (IR)spectrscopy

Physical and Chemical tests (as
appropriate to product)

- Examination of packaging
(primary and secondary)

- Appearance (organoleptic and
image analysis)

- Clarity of liquids

- Colour of liquids

- Solubility

- pH

- lon concentration

- Loss on drying

Pharmaceuticals:
- Raw materials

- Pharmaceutical
dosage forms, as
described in
Ph.Eur.2) *
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- Content of water

- Residue on evaporation
- Sulphate ash

- Total ash

- Particle size

- Refractive index

- Specific optical rotation
- Identification

- Assay

- Uniformity of dosage units
- Dissolution of active
ingredient

- Disintegration of solid
dosage forms

- Acid value

- Ester value

- Peroxide value

- Hydroxyl value

- lodine value

- Saponification value

- Unsaponifiable matter
- Conductivity of water

- Determination of elements

*) 1 J103BOJIEHO € BOBEIyBam-€ Ha HOBU BEP3UU Ha CTAHIap/IU BO MoJpadje Koe 6p30 ce pa3BuBa.

*) 2. J103BOJIEHO € BOBEyBambe Ha JOIOJHUTEIHN MaTepH]jaIn/IpOU3BOAN/IIPEIMETH 3a TECTUPAhE BO TPAHUIINTE HA IPHMEHA HAa METOJIOT,
W/Aim KapaKTepI/ICTI/IKa/CBOjCTBO/aHaJ'II/IT KOj CE MEpHu W/ WIn IpoImMpyBamk€ BO pPAMKHUTE HA MEPHUOT OIICET BO I'PaHULIMTE HAa IPUMEHA Ha
METOJIOT, Ha Oapame Ha KIHMEHTOT

CIMCOKOT O MOMEHTAITHATa cocToj0a Ha (IIEKCHOMITHHUOT OTICET IO ToceayBa JabopaTopujara

Hupexrop
Director

M-p Cnoboner YokpeBcku
MSc. Sloboden Chokrevski
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